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1 A list of accredited non-government fa-
cilities may be obtained by writing to 
Phytosanitary Issues Management, PPQ, 
APHIS, 4700 River Road, Unit 140, Riverdale, 
MD 20737–1236. 

packing materials were heat treated in 
Canada, this documentation must in-
clude a certificate issued by the Cana-
dian Food Inspection Agency stating 
that the packing materials have been 
heat treated through a treatment proc-
ess that increased the minimum core 
wood temperature to 56 degrees Celsius 
for 30 minutes. The exporter must 
make these documents available to an 
inspector upon request for a period of 1 
year following the date of issuance of 
the certificate. 

(Approved by the Office of Management and 
Budget under control number 0579–0052 and 
0579–0147) 

[61 FR 15368, Apr. 8, 1996, as amended at 64 
FR 1105, Jan. 8, 1999; 64 FR 72265, Dec. 27, 
1999; 66 FR 37116, July 17, 2001] 

§ 353.8 Accreditation of non-govern-
ment facilities. 

(a) The Administrator may accredit a 
non-government facility to perform 
specific laboratory testing or 
phytosanitary inspection services if 
the Administrator determines that the 
non-government facility meets the cri-
teria of paragraph (b) of this section. 1 

(1) A non-government facility’s com-
pliance with the criteria of paragraph 
(b) of this section shall be determined 
through an assessment of the facility 
and its fitness to conduct the labora-
tory testing or phytosanitary inspec-
tion services for which it seeks to be 
accredited. If, after evaluating the re-
sults of the assessment, the Adminis-
trator determines that the facility 
meets the accreditation criteria, the 
facility’s application for accreditation 
will be approved. 

(2) The Administrator may deny ac-
creditation to, or withdraw the accred-
itation of, any non-government facility 
to conduct laboratory testing or 
phytosanitary inspection services upon 
a determination that the facility does 
not meet the criteria for accreditation 
or maintenance of accreditation under 
paragraph (b) of this section and has 
failed to take the remedial action rec-

ommended to correct identified defi-
ciencies. 

(i) In the case of a denial, the oper-
ator of the facility will be informed of 
the reasons for the denial and may ap-
peal the decision in writing to the Ad-
ministrator within 10 days after receiv-
ing notification of the denial. The ap-
peal must include all of the facts and 
reasons upon which the person relies to 
show that the facility was wrongfully 
denied accreditation. The Adminis-
trator will grant or deny the appeal in 
writing as promptly as circumstances 
permit, stating the reason for his or 
her decision. If there is a conflict as to 
any material fact, a hearing will be 
held to resolve the conflict. Rules of 
practice concerning the hearing will be 
adopted by the Administrator. 

(ii) In the case of withdrawal, before 
such action is taken, the operator of 
the facility will be informed of the rea-
sons for the proposed withdrawal. The 
operator of the facility may appeal the 
proposed withdrawal in writing to the 
Administrator within 10 days after 
being informed of the reasons for the 
proposed withdrawal. The appeal must 
include all of the facts and reasons 
upon which the person relies to show 
that the reasons for the proposed with-
drawal are incorrect or do not support 
the withdrawal of the accreditation of 
the facility. The Administrator will 
grant or deny the appeal in writing as 
promptly as circumstances permit, 
stating the reason for his or her deci-
sion. If there is a conflict as to any ma-
terial fact, a hearing will be held to re-
solve the conflict. Rules of practice 
concerning the hearing will be adopted 
by the Administrator. However, with-
drawal shall become effective pending 
final determination in the proceeding 
when the Administrator determines 
that such action is necessary to pro-
tect the public health, interest, or safe-
ty. Such withdrawal will be effective 
upon oral or written notification, 
whichever is earlier, to the operator of 
the facility. In the event of oral notifi-
cation, written confirmation will be 
given as promptly as circumstances 
allow. This withdrawal will continue in 
effect pending the completion of the 
proceeding, and any judicial review 
thereof, unless otherwise ordered by 
the Administrator. 
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(3) The Administrator will withdraw 
the accreditation of a non-government 
facility if the operator of the facility 
informs APHIS in writing that the fa-
cility wishes to terminate its accred-
ited status. 

(4) A non-government facility whose 
accreditation has been denied or with-
drawn may reapply for accreditation 
using the application procedures in 
paragraph (b) of this section. If the fa-
cility’s accreditation was denied or 
withdrawn under the provisions of 
paragraph (a)(2) of this section, the fa-
cility operator must include with the 
application written documentation 
specifying what actions have been 
taken to correct the conditions that 
led to the denial or withdrawal of ac-
creditation. 

(5) All information gathered during 
the course of a non-government facili-
ty’s assessment and during the term of 
its accreditation will be treated by 
APHIS with the appropriate level of 
confidentiality, as set forth in the U.S. 
Department of Agriculture’s adminis-
trative regulations in § 1.11 of this title. 

(b) Criteria for accreditation of non- 
government facilities. (1) Specific stand-
ards for accreditation in a particular 
area of laboratory testing or 
phytosanitary inspection are set forth 
in this part and may be obtained by 
writing to APHIS. If specific standards 
for accreditation in a particular area of 
laboratory testing or phytosanitary in-
spection have not been promulgated by 
APHIS, and the Administrator deter-
mines that accreditation in that area 
is practical, APHIS will develop appro-
priate standards applicable to accredi-
tation in the area for which the non- 
government facility is seeking accredi-
tation and publish a notice of proposed 
rulemaking in the FEDERAL REGISTER 
to inform the public and other inter-
ested persons of the opportunity to 
comment on and participate in the de-
velopment of those standards. 

(2) The operator of a non-government 
facility seeking accreditation to con-
duct laboratory testing or 
phytosanitary inspection shall submit 
an application to the Administrator. 
The application must be completed and 
signed by the operator of the facility or 
his or her authorized representative 
and must contain the following: 

(i) Legal name and full address of the 
facility; 

(ii) Name, address, and telephone and 
fax number of the operator of the facil-
ity or his or her authorized representa-
tive; 

(iii) A description of the facility, in-
cluding its physical plant, primary 
function, scope of operation, and, if ap-
plicable, its relationship to a larger 
corporate entity; and 

(iv) A description of the specific lab-
oratory testing or phytosanitary in-
spection services for which the facility 
is seeking accreditation. 

(3) Upon receipt of the application, 
APHIS will review the application to 
identify the scope of the assessment 
that will be required to adequately re-
view the facility’s fitness to conduct 
the laboratory testing or 
phytosanitary inspection services for 
which it is seeking accreditation. Be-
fore the assessment of the facility be-
gins, the applicant’s representative 
must agree, in writing, to fulfill the ac-
creditation procedure, especially to re-
ceive the assessment team, to supply 
any information needed for the evalua-
tion of the facility, and to enter into a 
trust fund agreement as provided by 
paragraph (c) of this section to pay the 
fees charged to the applicant facility 
regardless of the result of the assess-
ment and to pay the charges of subse-
quent maintenance of the accredita-
tion of the facility. Once the agree-
ment has been signed, APHIS will as-
semble an assessment team and com-
mence the assessment as soon as cir-
cumstances permit. The assessment 
team will measure the facility’s fitness 
to conduct the laboratory testing or 
phytosanitary inspection services for 
which it is seeking accreditation 
against the specific standards identi-
fied by the Administrator for those 
services by reviewing the facility in 
the following areas: 

(i) Physical plant. The facility’s phys-
ical plant (e.g., laboratory space, office 
space, greenhouses, vehicles, etc.) must 
meet the criteria identified in the ac-
creditation standards as necessary to 
properly conduct the laboratory test-
ing or phytosanitary inspection serv-
ices for which it seeks accreditation. 
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(ii) Equipment. The facility’s per-
sonnel must possess or have unre-
stricted access to the equipment (e.g., 
microscopes, computers, scales, triers, 
etc.) identified in the accreditation 
standards as necessary to properly con-
duct the laboratory testing or 
phytosanitary inspection services for 
which it seeks accreditation. The cali-
bration and monitoring of that equip-
ment must be documented and conform 
to prescribed standards. 

(iii) Methods of testing or inspection. 
The facility must have a quality man-
ual or equivalent documentation that 
describes the system in place at the fa-
cility for the conduct of the laboratory 
testing or phytosanitary inspection 
services for which the facility seeks ac-
creditation. The manual must be avail-
able to, and in use by, the facility per-
sonnel who perform the services. The 
methods and procedures followed by 
the facility to conduct the laboratory 
testing or phytosanitary inspection 
services for which it seeks accredita-
tion must be commensurate with those 
identified in the accreditation stand-
ards and must be consistent with or 
equivalent to recognized international 
standards for such testing or inspec-
tion. 

(iv) Personnel. The management and 
facility personnel accountable for the 
laboratory testing or phytosanitary in-
spection services for which the facility 
is seeking accreditation must be iden-
tified and must possess the training, 
education, or experience identified in 
the accreditation standards as nec-
essary to properly conduct the testing 
or inspection services for which the fa-
cility seeks accreditation, and that 
training, education, or experience must 
be documented. 

(4) To retain accreditation, the facil-
ity must agree to: 

(i) Observe the specific standards ap-
plicable to its area of accreditation; 

(ii) Be assessed and evaluated on a 
periodic basis by means of proficiency 
testing or check samples; 

(iii) Demonstrate on request that it 
is able to perform the tests or inspec-
tion services representative of those 
for which it is accredited; 

(iv) Resolve all identified defi-
ciencies; 

(v) Notify APHIS as soon as possible, 
but no more than 10 days following its 
occurrence, of any change in key man-
agement personnel or facility staff ac-
countable for the laboratory testing or 
phytosanitary inspection services for 
which the facility is accredited; and 

(vi) Report to APHIS as soon as pos-
sible, but no more than 10 days fol-
lowing its occurrence, any change in-
volving the location, ownership, phys-
ical plant, equipment, or other condi-
tions that existed at the facility at the 
time accreditation was granted. 

(c) Fees and trust fund agreement. The 
fees charged by APHIS in connection 
with the initial accreditation of a non- 
government facility and the mainte-
nance of that accreditation shall be 
adequate to recover the costs incurred 
by the government in the course of 
APHIS’ accreditation activities. To 
cover those costs, the operator of the 
facility seeking accreditation must 
enter into a trust fund agreement with 
APHIS under which the operator of the 
facility will pay in advance all esti-
mated costs that APHIS expects to 
incur through its involvement in the 
pre-accreditation assessment process 
and the maintenance of the facility’s 
accreditation. Those costs shall include 
administrative expenses incurred in 
those activities, such as laboratory 
fees for evaluating check test results, 
and all salaries (including overtime 
and the Federal share of employee ben-
efits), travel expenses (including per 
diem expenses), and other incidental 
expenses incurred by the APHIS in per-
forming those activities. The operator 
of the facility must deposit a certified 
or cashier’s check with APHIS for the 
amount of the costs, as estimated by 
APHIS. If the deposit is not sufficient 
to meet all costs incurred by APHIS, 
the operator of the facility must de-
posit another certified or cashier’s 
check with APHIS for the amount of 
the remaining costs, as determined by 
APHIS, before APHIS’ services will be 
completed. After a final audit at the 
conclusion of the pre-accreditation as-
sessment, any overpayment of funds 
will be returned to the operator of the 
facility or held on account until needed 
for future activities related to the 
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maintenance of the facility’s accredita-
tion. 

Approved by the Office of Management and 
Budget under control number 0579–0130) 

[64 FR 1105, Jan. 8, 1999, as amended at 66 FR 
37400, July 18, 2001] 

§ 353.9 Standards for accreditation of 
non-government facilities to per-
form laboratory seed health testing 
and seed crop phytosanitary inspec-
tion. 

(a) Application for accreditation, certifi-
cation of accreditation, and monitoring of 
accredited facilities. A facility may 
apply to be accredited to perform lab-
oratory seed health testing or seed 
crop phytosanitary inspection, or to 
renew such accreditation, by submit-
ting an application in accordance with 
§ 353.8(b)(2) of this part. If there are 
portions of the application deemed to 
contain trade secret or confidential 
business information (CBI), each page 
of the application containing such in-
formation should be marked ‘‘CBI 
Copy.’’ The application must be accom-
panied by a copy of the facility’s qual-
ity manual and a nonrefundable appli-
cation fee of $1,000. The applicant must 
make additional deposits to cover the 
costs of gaining and maintaining ac-
creditation into a trust fund estab-
lished in accordance with § 353.8(c) of 
this part upon request by the Adminis-
trator. 

(1) Upon determining that a facility 
is eligible for accreditation, the Ad-
ministrator will issue the facility a 
certificate of accreditation. Accredita-
tion will be for a period of 3 years from 
the date of issuance of the certificate 
of accreditation and may be renewed 
by submitting a new application and 
application fee in accordance with this 
paragraph. 

(2) The Administrator may deny or 
withdraw accreditation in accordance 
with § 353.8(a)(2) of this part. A facility 
may appeal denial of accreditation in 
accordance with § 353.8(a)(2)(i) of this 
part, and may appeal withdrawal of ac-
creditation in accordance with 
§ 353.8(a)(2)(ii) of this part. 

(3) A facility that has been denied ac-
creditation or had its accreditation 
withdrawn may not reapply within 60 
days of the date the facility was noti-

fied in writing that accreditation was 
denied or withdrawn. 

(4) After a facility is accredited, the 
facility must allow APHIS access to 
the facility and all of its equipment 
and records for the purpose of con-
ducting unannounced audits to deter-
mine the facility’s continuing eligi-
bility for accreditation. Such audits 
will occur at least once a year and may 
be performed more frequently at the 
discretion of the Administrator. 

(b) Standards for accreditation. A facil-
ity that, in accordance with § 353.8(b)(2) 
of this part, applies to be accredited to 
perform laboratory seed health testing 
or seed crop phytosanitary inspection 
will be evaluated for accreditation 
against these standards: 

(1) Physical plant. The facility’s phys-
ical plant (e.g., laboratory space, office 
space, greenhouses, vehicles, etc.) 
must: 

(i) Have laboratory and office spaces 
enclosed by walls and locking doors to 
prevent unauthorized access; 

(ii) Conform to all State and local 
zoning and other ordinances; and 

(iii) Provide a work area that is dedi-
cated to laboratory functions and has 
sufficient space to conduct the required 
tests and store the materials and sam-
ples required for the tests in a manner 
that prevents contamination by other 
samples in the laboratory and from 
other sources. 

(2) The facility must have access to 
all equipment required to conduct the 
laboratory testing or seed crop 
phytosanitary inspections for which it 
is accredited. Specific test methodolo-
gies, materials, and the calibration and 
monitoring of the equipment must con-
form to Reference Manual B, which is 
incorporated by reference at § 300.4 of 
this chapter. The general requirements 
for each test category are as follows: 

(i) Seed crop phytosanitary inspections. 
Seed crop phytosanitary inspection 
may also include related activities 
such as collection of seed samples for 
later laboratory testing, visual inspec-
tion of seed just prior to export, and in-
spection of greenhouses or growth 
chambers where plants are grown for 
seed production, as well as visual in-
spection of seed crops. In the field, in-
spectors must use accurate field maps, 
hand lenses, and secure containers for 
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